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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )^ Responsive to communication(s) filed on 09/14/2006 . 
2a)M This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) S Claim(s) 1-4 and 12-21 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6M Claim(s) 1-4,12.14 and 19-21 is/are rejected. 

7) £3 Claim(s) 13 and 15-18 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121 (d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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1 ) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5) D Notice of Informal Patent Application (PTO-152) 

Paper No(syMail Date . 6) □ Other: . 

U.S. Patent and Trademark Office " — — 

PTOL-326 (Rev. 7-05) Office Action Summary Part of Paper No./Mail Date 20061018 
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DETAILED ACTION 
Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action' 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a 
foreign country or in public use or on sale in this country, more than one year prior 
to the date of application for patent in the United States. 

Claims 1-4, 12, 14, and 19-21 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Lin et al.. 

See compound 4, which is the HC1 salt. Whether the product is amorphous or 
crystalline (and if so, which crystalline form is involved), the reference does not say. MPEP 
2112 states: 

"SOMETHING WHICH IS OLD DOES NOT BECOME PATENTABLE UPON THE 
DISCOVERY OF A NEW PROPERTY 

The claiming of a new use, new function or unknown property which is inherently 
present in the prior art does not necessarily make the claim patentable. In re Best, 562 
F.2d 1252, 1254, 195 USPQ 430, 433 (CCPA 1977).* 

In this case, the "unknown property" is the crystalline form and purity. This is 
unknown because the reference is silent on this property. MPEP 2112 goes on to state: 

"A REJECTION UNDER 35 U.S.C. 102/103 CAN BE MADE WHEN THE PRIOR 
ART PRODUCT SEEMS TO BE IDENTICAL EXCEPT THAT THE PRIOR ART IS 
SILENT AS TO AN INHERENT CHARACTERISTIC 



Application/Control Number: 10/524,397 Page 3 

Art Unit: 1624 

Where applicant claims a composition in terms of a function, property or 
characteristic and the composition of the prior art is the same as that of the claim but the 
function is not explicitly disclosed by the reference, the examiner may make a rejection 
under both 35 U.S.C. 102 and 103, expressed as a 102/103 rejection." 

Again, the "CHARACTERISTIC" which the prior art is silent on is the crystalline 
form and purity. 

This is not an ordinary inherency situation where it is not explicitly stated what the 
product actually is. Here the reference explicitly teaches exactly what the compound is. 
The only difference is a characteristic about which the reference happens to be silent. See 
also Ex parte Anderson, 21 USPQ 2 nd 1241 at 1251, discussion of Rejection E. There, the 
decision states, "There is ample precedent for shifting the burden to an applicant to 
reproduce a prior art product whose final structure or properties are, at least, in part 
determined by the precise process used in its manufacture." (page 1253). The "properties" 
branch of that statement applies here. 

It is well settled that the PTO can require an applicant to establish that a prior art 

product does not necessarily possess the characteristics of the claimed product when the 

prior art and claimed products are identical or substantially identical. An applicant's 

burden under these circumstances was described in In re Best, 562 F.2d 1252, 1255, 195 

USPQ 430, 433-434 (CCPA 1977) as follows: 

Where, as here, the claimed and prior art products are identical or 
substantially identical, or are produced by identical or substantially 
identical processes, the PTO can require an applicant to prove that the 
prior art products do not necessarily or inherently possess the 
characteristics of his claimed product. . . . Whether the rejection is based 
on 'inherency 1 under 35 U.S.C. § 102, or 'prima facie obviousness 1 under 
35 U.S.C. § 103, jointly or alternatively, the burden of proof is the same, 
and its fairness is evidenced by the PTO's inability to manufacture 
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products or to obtain and compare prior art products (footnote omitted). 

Overcoming the rejection is very straightforward. One simply replicates the prior art 
procedure. If the claimed form does not appear, then the rejection is overcome. The 
examiner must note, however, that the method of precipitation is fairly similar in the 
reference and in the working example of the specification. In both cases, there is a solvent 
which is a mixture of water and at least two polar organic solvents, and the solution is 
chilled (below 0°C in the reference, to 0°C in the specification). 

The traverse is unpersuasive. Applicants argue that applicants use one protecting 
group while the prior art uses 2, and therefore, their own compounds are more pure. 
However' 

® This is illogical. One does not expect things to be less pure because two groups are 

protected. Indeed, protecting two groups instead of one could easily produce a more pure 
product. The whole purpose of protection is to prevent degradation, and degradation can 
produce impurities. 

(D Even if true, that does not mean that the compound does not anticipate, since the claim 

language requires only at least 90%. Thus, if applicants compounds are, say, 99.5% pure, 
and the prior art compound is 99% pure, it would still meet the claim language even though 
it is less pure than applicants' material. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or 
described as set forth in section 102 of this title, if the differences between the 
subject matter sought to be patented and the prior art are such that the subject 
matter as a whole would have been obvious at the time the invention was made to a 
person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was 
made. 

Claims 1-4, 12, 14, and 19-21 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Lin et al. 

Note above rejection. Even if the material is amorphous, crystallizing a material, 
either to make it more pure or more tractable, is a conventional expedient, and would be 
obvious to one of ordinary skill in the organic synthesis art. 

Claims 1-4, 12, 14, and 19-21 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over JP 59-184186. 

See application example 3. The form is not given, which raises the same question as 
is discussed above. This compound correspond to R2 as C4 alkyl. The claim has Cl alkyl, 
i.e. methyl. However, the reference teaches C1-C4 alkyl, and hence, the methyl would be 
an obvious variation. 

The traverse is unpersuasive. Applicants argue that the ester is "different". Agreed, 
it is different; that is why the rejection is not an anticipation. Applicants have not 
explained why this is not an obvious difference. Instead, applicants appear to refer to 
unexpected effect in terms of reactivity, but have not set forth what the actual difference is, 
let alone shown that it is unexpected. 
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Claim Objections 

Claims 13, 15-18 are objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the 
base claim and any intervening claims. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not mailed 
until after the end of the THREE -MONTH shortened statutory period, then the shortened 
statutory period will expire on the date the advisory action is mailed, and any extension fee 
pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of the advisory action. 
In no event, however, will the statutory period for reply expire later than SIX MONTHS 
from the date of this final action. Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Mark L. Berch whose telephone 
number is 571-272-0663. The examiner can normally be reached on M-F 7=15 - 3:45. If 
attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
James O. Wilson can be reached on (571)272-0661. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status information 
for unpublished applications is available through Private PAIR only. For more information 
about the PAIR system, see http7/pair-direct.uspto.gov. Should you have questions on 
access to the Private PAIR system, contact the Electronic Business Center (EBC) at 866- 



217-9197 (toll-free). 
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Primary Examiner 
Art Unit 1624 
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